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DearMadam/Sir:
Re: Docket 99D92013

Reference is made to the FDA Draft Guidance entitled, “Cooperative Manufacturing Arrangements for
Iicensed Biologics,” which was published in the Federa Register on August 3, 1999.

Adtra Pharmaceuticds and Zeneca Pharmaceuticals have reviewed this draft document; our comments
are provided below:

« page 8 first paragraph, last sentence - We suggest that the Agency amend this sentence to, “This
may include, but is not limited to, review of al batch records and manufacturing deviations and
defects, and periodic audits, in accordance with the agreement between the contract manufacturer
and the license applicant.” This amendment would help clarity that the license applicant is not
drictly required to review al batch records in depth.

« page 8,_second paragraph, last sentence - Please clarify the type of compliance actions that may be
taken againg the licensee and the contract manufacturer, with respect to CGMP violations. g
Further, please clarify under what conditions would the licensee be ligble for a contractor's non
compliance with CGMP. For example, would the licensee be held accountable in cases of
fraudulent operation by a contractor?

. page 8_third paragraph, third sentence - This sentence Sates for each contract arrangement
“...3) alig of dl standard operating procedures applicable to the contract arrangement,” be
submitted in the licensee's gpplication. We believe that the list of al standard operation
procedures, applicable to the contract, should be maintained and available upon inspection.
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Please do not hesitate to contact me if you require clarification on any of the above comments.
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Sincerdly, 7%
Robert Castor%

Assigtant Director

Chemistry, Manufacturing and Controls Group
Regulatory Affairs Department

(302) 886-2504
(302) 886-2822 (fax)
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